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Clinical Trials Working Group

•
 

Improve coordination and cooperation
– Comprehensive information exchange
– Increasing rewards for participation in an 

integrated clinical trials system
– Regulatory coordination

•
 

Enhance scientific quality and 
prioritization; the best trials performed 
using appropriate scientific tools

•
 

Increase operational efficiency; trials 
initiated and completed in a timely, 
cost-effective manner

Presenter
Presentation Notes
The Charge of the CTWG, given by Dr. von Eschenbach, is to advise the NCAB and its Subcommittee on Clinical Investigations on the development, conduct, infrastructure, and support necessary for the optimal coordination and future progress of NCI extramural and intramural clinical research trials including diagnosis, treatment, and prevention studies.



Translational Research Working Group

Common Themes
• Coordinated 

Management
• Tailored 

Funding
• Operational 

Effectiveness

Coordinate the Clinical Trials Working Group 
implementation with the Translational Research 

Working Group recommendations

Presenter
Presentation Notes
Co chairs: Drs. Lynn Matrisian and William G. Nelson



TRWG Implementation
• Dr. Lynn Matrisian now at NCI on 

an IPA 

•
 

Integrating TRWG implementation 
with the Coordinating Center for 
Clinical Trials (CCCT)

–
 

Established the Clinical and 
Translational Research 
Operations Committee (CTROC)

–
 

Aligned with the Clinical and 
Translational Advisory Committee 
(CTAC), a Federal advisory board



•Charge:  Evaluate the current 
status of NCI’s investment in 
translational research and 
envision its future in an 
inclusive, representative and 
transparent manner

Translational Research 
Working Group

Presenter
Presentation Notes
Lynn Matrisian will review the TRWG history, but this slide is to thanks Ernie Hawk, Lynn Matrisian and Bill Nelson for their leadership of the TRWG and for getting us to this point.



•The most promising concepts enter 
the developmental pathways?

•Concepts entering developmental 
pathways advance to the clinic or to 
productive failure?

•Progress is as rapid, efficient and 
effective as possible?

How Can We Best 
Assure That:



•Legislative interest and opportunity 
–Advance early translational research 

opportunities

–Facilitate multi-project, collaborative 
early translational research awards

–Streamline IP agreements between 
industry, academia, NCI and 
foundations

Translational Research in the 
Community: A Strategic Priority



NCI Translational 
Research Program

•
 

Improve integration and coordination, and instill 
a culture of active, goal-oriented management

• Expand scientific collaborations across 
researchers and support mechanisms

•
 

Organizational and administrative changes 
within NCI:
– Moved SPORE program into the Division of 

Cancer Treatment and Diagnosis

–
 

Established trans-NCI translational science 
meeting
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•Drs. Jim Doroshow and John Niederhuber 
will continue to oversee the SPORE 
program
– Continue monthly teleconference calls 

with SPORE Executive Committee

•Dr. Toby Tucker Hecht named acting 
head during national/international 
search for new SPORE director

SPOREs 

Presenter
Presentation Notes
Fundamental change in reorganization of translational research program within NCI



Annual Translational 
Research Meeting

• Replace the summer SPORE 
meeting with a single focus 
meeting on translational 
science

• Co-Chaired by Drs. Sheila 
Prindiville and Lynn Matrisian

• Over 800 attendees

Presenter
Presentation Notes
Second fundamental change in NCI’s support of translational research interactions



• Expand the range of collaborations

• A step toward implementing the 
TRWG recommendations

• Familiarize the research community 
with TRWG Pathways to Clinical Goals

• Assess the breadth and quality of the 
science

• Develop translational opportunities

Meeting Goals



“Set priorities 
through a 
systematic and 
transparent 
process 
involving all 
stakeholders.”

Presenter
Presentation Notes
Support for the new ‘pathways’ concept as a new approach for identifying translational research opportunities



From Information to Function
Translational Research Program

DNA/
Proteins

Potential 
“targets”

Functions and diseases 
at organ level

GWASHuman 
Genome

Proteo-
mics

TCGA



STRAPs
• Establish Special Translational 

Research Acceleration Programs 
(STRAPs) to advance prioritized early 
translational research opportunities

–Reprogrammed NCI funds

–Academic/industry partnerships

–Philanthropic support

Presenter
Presentation Notes
Commitment to find support for translational research projects – recognize the need for a dedicated funding source 



• Coordinated Management
–

 
Began integration of translational research 
programs, i.e., SPOREs 

• Tailored Funding Programs
–

 
Commitment to STRAP awards

• Operational Effectiveness
–

 
Established Clinical and Translational Research 
Operations Committee (CTROC)

–
 

Aligned with the Coordinating Committee for 
Clinical Trials (CCCT)

–
 

Working via the Clinical and Translational Advisory 
Committee (CTAC)

Realization of TRWG 
Recommendations



NCI Targeted Drug 
Development Platform

Novel targets
(academic and 
private sector)

From genome 
to patient



The 20th Century Paradigm:
Organ site-based, single agent based 

trials

The New Paradigm:
Multiple, highly targeted agents matched 

to molecularly selected patients

Translational Science: The 
Paradigm Shift

• Proactive

• Rational/targeted

• Less toxicity

• Biomarker endpoints 
(subcellular target 
imaging)

 • Significant savings of 
cost and time

 

• Proactive

• Rational/targeted

• Less toxicity

• Biomarker endpoints 
(subcellular target 
imaging)

• Significant savings of 
cost and time

• Reactive

• Based on gross 
differences

 • Toxic (MTD/DLT)

• Emerging resistance

• Poor life quality

• Reactive

• Based on gross 
differences

• Toxic (MTD/DLT)

• Emerging resistance

• Poor life quality

Research
•Human genome
•Genomics
•Proteomics
•Immunology
•Mechanisms
•Rational design



•

 

Industry
•

 

Pharma
•

 

Biotechnology

•

 

Advocacy Organizations
•

 

Professional Societies
•

 

Philanthropy/Foundations

•

 

Universities
•

 

NCI Cancer Centers
•

 

NCI NCCCP
•

 

NCI CCOPs



www.cancer.gov

http://www.cancer.gov
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